Department of Energy
Carlsbhad Field Office
P. O. Box 3090
Carlsbad, New Mexico 88221

September 11, 2003

Mr. Mike Lipscomb
Washington TRU Solutions
P.O.Box 2078
Carlsbad, NM 88221-2078

RE: Issuancé of CARs 03-078 Through 03-080 Initiated During Audit A-03-23 of
WTS Safety and Health ' .

Dear Mr. Lipscomb:

This is the re-issuance of Carlsbad Field Office (CBFO) Corrective Action Reports -
(CARs) 03-078 through 03-080 (letter number 03-2563) to clarify these CARs are in the
final format and are not draft as stated in the Subject line of the letter previously
received. _ ' ' :

The CBFO performed Audit A-03-230f Washington TRU Solutions LLC (WTS) on
September 8-9, 2003. The scope of this audit was the WTS Safety and Health
Organization implementation of applicable Quality Assurance requirements defined in
ASME/NQA-1, 1989 edition, and the CBFO and-WTS Quality Assurance Program
‘Documents (QAPDs). As a result of this audit, the subject CARs have been issued.

Please determine and document on the enclosed CAR continuation sheets your
proposed corrective action plans for the CARs. Please forward proposed corrective
action plans and-schedules for completion of CAR 03-080 to me prior to the response
due date identified in CAR block 14. CARs 03-078 and 03-079 do not require a

corrective action plan.
If you have any qUestions or comménts, plea'se contacf me at (505) 234-7442,
Sincerely,

m(g%mg O‘QIMW\

M. Lea Chism
Quality Assurance Specialist
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INSTRUCTIONS FOR PROVIDING CORRECTIVE ACTION RESPONSE

WASTE ISOLATION PILOT PLANT
tL).S. DEPARTMENT OF ENERGY
Carisbad. Field Office

CAR NO:_03.78, 03-79, 03-80 .

PAGE 1 OF _1

INSTRUGTIONS FOR COMPLETING A CORRECTIVE ACTION RESPONSE TO A CAR ADDRESSING A
' CONDITION ADVERSE TO GUALITY

: Y‘ou.are' requested to provide a corfec{ive action in response 1o this corrective action report (CAR) by the due date

identified in block 14 of the CAR. If this date cannot be met, provide a written request for extension to the
assessment team leader (black §). This request must include justification for the delay and must be provided prior
to'the due date. :

- The re'ﬁsbonse shall a‘ddi'ess-the.pcirrebtivé:actiohs_ indicated in block 12. As appropriate, develop the response in
accordance with the following sequence and format: -

in-order to develop the CAR response,»perfbrm an inveétigaﬁve actior to determine the extent and impact.of the
| deficiency and to identify the root cause. Next, determine the actions required to correct the adverse condition. The
response shall include the following information;, as appropriate to block12.

1. Corrective action response for CAR # : '

A, Remedial Action-Describe actions required or taken to correct the specific conditions noted-and any similar
conditions identified during the Tnvestigations, S o '

B. Extentand Imipact of the Peficiency-Describe the investigative actions performed to determine the extent and

impact of the condition and the resylts. This will include a determination of the acceptability of any data generated
prior to résolution of the deficiency. ‘ - n
C. Root Cause Determination-ldentify the root cause of the condition as determined throngh investigative agtion.
D. Corrective Action to Preclude Recurrence-ldentify the actions réquired to address the root cause of the
condition in-order to preclude recufrence. '

2, Foreach action above, idehtify the‘:indivggjual"aSsigned responsibility for completion of the action and the.
anticipated (or actual, if complete) completion date. :

3. Theresponse must identify the individua having the.overall responsibility for completion of the corrective
actions. : R :




CORRECTIVE ACTION REFORT

1. CARNo. 03078 E 2 Aetnvnty ReportNo: A-03-23 3. Page _1_of_2

4, Controllmg Document. WP 12 RL 01, R7 _ _ 5. CBFO Assessment Team Leader: M. Lea Chism
6. Responsnb]e Orgamzatlon' WTS ' : 7. CAQ Was Discussed With: M. Akbarzadeh, G.
. : ' : Whiteford :

8. Requrrement that was v1olated. :

Subsection 3.4: "There are three types of condrtlons requlrmg corrective action, They are nonconformance, variance, and
conditions adverse to quality. Nonconforming items or materials are those which do not conform to specified requirements or
whose conformance is mdetermmate "

Paragraph 3.3.1: " Audit results and recommendations are reported in wrltmg to the Laboratorles Manager for review and corrective
action, if necessary. A maximum of 30 days is given to respond to the orlgmal report...The QA Officer will follow up by verifying
the effeetiveness of the lmplemented corrective action."

9. Condrtlon Adverse to Quahty Existing controls for condxtlons adverse to quahty were not bemg used by WIPP Laboratorles
See attached continuation form for detalls

10, Suggested Actions (Optlonal) None ‘

11a. ngmﬁcant CAQ "~ (Yes or No): No

11b. Work Suspensmn Recommended" N (Yes or No): No
11c. RCRA-Related . . (YesorNo): No
114. Accelerated Correctlve Actlon Requlred ~(Yesor No) No
12 Types of Actlons. Remedlal X_ Investlgatlve. — Root Cause' Actions to Preclude Recurrence: _X
13.CARInitiator: _ Nk . Dates 9/10/03.
14. Response Due Date' 10/2/03 ~ _ Corrective Aefion Plan Required: NO
Requlred Correc ive Actlon Completlon Date:______ N/A ' '

)

VV\ Oq —01-\1-03 b. _NA

15. a. Concurre heet R Lo . :
Assessment Team Lcader } Date Responsible Assistant Manager Date
¢ ' N/A , ‘

. Quality Assuralice Ménag'er A o Date

16 Correctlve Actmns Proposed by the Responsnble Organlzatlon' Use CAR Contmuatnon Sheet

17. Acceptance of Proposed Correctlve ACthllS.

- Assessment Team Leader- . Date

18. Verification of .Corre'cti.ve'Ae‘tion Completion; (Use CAR Con_timiatiori Sheet)

19a, Verified By:_

. Name ‘ ' . Date .

19b. Trend Cause Code;___

20. Closure;

Quality Assurance Manager Date




'_8FO CORRECTIVE ACTION ~EPORT

(continuation sheet)

1 CAR No 03078 2. Activity No: A03-23 T3 Page Zoof 2,

Block #_ 8 : Condition Adverse to Quality {tontinued)

Existing controls for conditions adverse to quality were not being used by WIPP Laboratories.
Lo Ttems and saroples that are found to be noncontorming (e.g., label does not mateh the chain of custod v} are not controlted by the
NCR process. They are not tagged or segregated fiom other samples. NCR is ondy weitten affer in-house investigation cannot
wegolve the problam, '

2. Conditions adverse 1o quality identified during the annual management assessment are not entered into a formal tracking system.
Lnformal list was not complete (required revision to WP 12-RL1400 was not included). NCR and CAR systems are not used fo
docwment LONCELNS,

R,




' CORRECTIVE ACTION Ri.r ORT

AR

L CARNo: 03079 ' 2, Actlvity Report No: A-03.23 3o fage 1 of 2

|| 4 Controlling Document; WP I2-RLOY, R7 and WP 12-5, Rev, 9 | 5. CBFO Assesstient Team Leader: M. Lea Chism

6. Responsible (f}.t*gmxixatimi: WIS _ 7. CAQ Was Discussed With: M; Akbarzadeb, .
Whiteford, D, Kump

8, Requirement tlul was violated:

See altached continuation sheet for cietalilszﬁ

% Condition Adverse to Quality:
See attached continuation shest for details.

10 Suggested Actions (Optional): N"(:m

1a. Significant CAQ (Yes or Noj: No
b, Work Suspension Recommended {Yes or Nojp: No
e, RCRA-Related (Yes orNo): No

11, Accelerated Corroctive Action Required (Yes or Noyt No

12, Types of Actions: Remedial; X

L S—

‘ et

t&l(fiAﬁR .hﬁ‘iiizi;ar{ N, Prapk i Daver 9/10/03 .

14, Response Due Dafe:_10/2/03 Corrective Action Plan Required: NO

Required {I’:arr’c«:a:;g:i% Action Completion Dates NIA
] . A - '
18, a. {Zs:nwm*rﬁiq;é"ii‘ﬂ » , O3 b NIA, —
Asstssrodat Team Loader Pate Responsible Assistant Masager Date
¢, NiA o

 Quality Assiriave Manager . Daw

16, Corrective Actions Proposed by the Responsible Organization: Use CAR Continuation Sheet

1 17, Accoptanee of Proposed Corrective Actions:

Agsessent Team Leader Date

18, Vepification. of CL‘O:*&*@&&W Action Cmnplm;i(m; (Use CAR Continvation Sheet)

19a, Yerifled By:

Name Date

19b, Trend Cause Code:

20, Closure:

Quadity Assurance Mamger Dte , .




( {
UBFO CORRECTIVE ACTION KEPORT

(continuation sheet)

L CAR'No: 79 2. Activity Not A-03-23 3 Page 2 of 2

o int

Block# 8 : Requirement hat was violated:

WP12RL01, R?, Section 4.0 "Laboratovies personnel must conplete the appropriate taining requirements prior to performing
independent work, The qualification training programs enrrently i use in the Radiochemistey Laboratory ave the Coun ting Roomn
Technician Qualification Program (CRT.01), the Radi ochernistry Technician Qualification Program (TRC-01 3, and the Staff
Radiochemist Qualiftcation Program (SRC-01), and the Counting Room Staff Qualification Program.”

WP 12-5, Rev. 9, Paragraph 7.2.5: "Records of training and qualification in radiological control are maintained to deronstrate fhat an
individual receive appropriate information to perform the werk assigrunent in 2 save tanoer,”

WP [4-TROT, Rev, 8, Paragraph 12.0: "Techricians and maintenanes personnel will be qualified fo perform the tagks assaciated with
their specialty, or will work under the direet supervision of personnel qualified to perform the activity or tagk.”

S

Block # 9 » Condition Adverse to Quality (¢ontinued)

“Traiving records were not up to date,

L A Counting Room Technician had not completed the qualification curd (CRT-01R), yet was performing independent work.

2. The MY for Data Verification and Validation was designated on 8/22/01 by letter frov the Muanager. No “OraliO¥1
Fxamination Coversheet™ was in the file documenting the satisfactory oral board examination for SME.

3. A Staff Radiochenist wag last qualified 3/27/01 to qualification card SRC-01, No subsequent requalification was on file.
Qualification was good for two vears. ‘ ‘

4. A Radiological Engineer assigned to Station Bffluent A% Monitorin & had not completed qualification card RE-01, Rev, k, yetwas
performing independent work,




([ . . (
CORRECTIVE ACTION RExrORT
T ; "
1, CAR No: 03-080 ' 2. Activity Report No: A-0323 3 Page 1 of 2 .
4. Controlling Document: WP [2-RL.01, R7 and WP 16.2, Rev. 4 5. CBFO Assessment Team Leader: M. Loa Chism
6. Responsible Organization: WT$ To CAQ Was Discussed With: M. Akbarzadel, 6.
' - Whiteford

8. Reguirement that was vielated:

4 Sed attached continuation sheet for details.

9 Condition Adverse to Quality;
See attached continuation sheet for details.

10, Huppested Actions (Optionaly: » None

1a. Sigxsiﬁ:&aht CAQ (Yes.or Nox No
11h. Work Suspension Recommended (Yes or Noy No
Heo RORA-Related ) (Yes or Noy: No

LIde Accelerated Corrective Action Requived {Ves or Noy No

12. Types of Actions: Remedial: | X Investigative: X Root Cavser X Actions to Preclude Recurrence: X

Date:_9/10/03 .

13 CAR Initiators | N, Frank

14, Response Due Dates_10/2/03

Corrective Action Plan Required:  YES
Required Corrective Action Completion Date: N/A '
)
18 a. Coneurrencé }‘/},M,g (D0iom  T-\i-0z b NI R
| Assessrent Teom Lander Pate Rusponsitie Assistint Manager Byate
' . SA em—
Quality Assurance Manager Date

16 Corrective Actions ,i'«‘mimsed by the Responsible Organization: Use CAR Continuation Sheet

17, Accxxpmuée of Proposed Corrective Actions:

Assessment Tesm Lender _ : Lrats

18, Verification of Corrective Action Completion: (Use CAR Contlnuation Sheet)

190, Verified By

Name Pate

10h Trewd Cause Code

20, Closure:
Cuality Assurance Manager Dute MJ
L e i “




'LBFO CORRECTIVE ACTION KEPORT

(continuatidn sheet)

1 CARNos 80 2. Activity No: A-03-23 3 Page 2 of_2
Bloek #__ 8 : Reguirement that was violateds (continued)

W 12-RL01, RY, Subsection 8.4

"All soliware developed by WIPP Labotatories or by subcontracters for the purpose of duta manipulation or quality-refated activitios
mugt be documented, manvally verified, and approved according 10 site procedures prior to use by laboratory personnel. Revised
software is subject to the same process prior 1o implerentation. Softwire that is purchaged from a vendor is validated and verifiod in
accordance with site procedures.”

WP 16.2, Bev, 4, Section 3.00 v ,

"An inventory of applicable soflware that identifics the sofiware name, version, classification, exemption status, operating
environment, and the person and organization responsible for the software shafl be maintuined by the organization that owns the
software (the sponsoring organization).”

WP 16.2, Rev. 4, Ttroduction;

"Changes to controlled software at require written notification to E1SG fnclude the following: changes to the software name,
version nurpber, clagsification, exemption status, operating environment, and the person and organization respongible for the software.
A new Sereening Checklist (BA 16-2-1-0) should be submitted for changes to status," '

Bloek #__.9 1 Condition Adverse to Quality (continued)

Two counting systemns had conteol systems different fron that Hsted on the Controlled Software List (CSL).

1. 32-channed Alphan counter Had “MCA View/Contvel Program”, V2.6, released March 1999, Canberra. CSL had “Genie
Standard User Inferface” V5.2, 173171998 installed in October 2000,

2. Garmma detectors had “Genie 2000 Gamma Acquisition and Avalysis” V2.0, March 2, 2001, Canberra. €S, bad “Clende
2000 Gamma Acquisition and Analysis™, V1.4, January 29, 2000 instalted in October 2000




